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Preface

Public Comment

Written comments and suggestions may be submitted at any time for Agency condderation to
Dockets Management Branch, Divison of Management Systems and Palicy, Office of Human
Resources and Management Services, Food and Drug Adminigtration, 5630 Fishers Lane,
Room 1061, (HFA-305), Rockville, MD, 20852. Alternatively, eectronic comments may be
submitted to http://www.fda.gov/dockets'ecomments. Please identify your comments with the
docket number listed in the notice of availahility that publishesin the Federal Register
announcing the availahility of this guidance document. Comments may not be acted upon by the
Agency until the document is next revised or updated.

Additional Copies

Additiona copies are avallable from the Internet a

http:/Amww.fda.gov/cdriv compliance/quidance/169.pdf or, to receive a copy of the document

by facamile, cal the CDRH Facts-On-Demand system at 800-899-0381 or 301-827-0111
from atouch-tone telephone. Press 1 to enter the system. At the second voice prompt, press 1
to order adocument. Enter the document number 169 when prompted for the document shelf
number.
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Guidancefor Industry and FDA Staff

Medical Device Tracking

This guidance represents the Food and Drug Administration’'s (FDA's) current
thinking on thistopic. It does not create or confer any rightsfor or on any person and
does not operate to bind FDA or the public. You can use an alternative approach if

the approach satisfies the requirements of the applicable statutes and regulations. If
you want to discuss an alter native approach, contact the FDA staff responsible for
implementing this guidance. If you cannot identify the appropriate FDA staff, call
the appropriate number listed on the title page of this guidance.

| ntr oduction

The Food and Drug Administration Modernization Act (FDAMA) requires that manufacturers
track certain devices when the agency orders them to do so. Tracking isintended to facilitate
natificationto users and product recal in the event a device presents a serious risk to health that
requires prompt attention.  This revised guidance identifies the devices that are currently subject
to device tracking requirements.

FDA's guidance documents, including this guidance, do not establish legdly enforcesble
responsibilities. Ingtead, guidances describe the Agency's current thinking on atopic and should
be viewed only as recommendations, unless specific regulatory or statutory requirements are
cited. The use of the word should in Agency guidances means that something is suggested or
recommended, but not required.

The Least Burdensome Approach

We bdieve we should consider the least burdensome approach in al areas of medicad device
regulation. This guidance reflects our careful review of the relevant scientific and legd
requirements and what we believe is the least burdensome way for you to comply with those
requirements. However, if you believe that an aternative approach would be less burdensome,
please contact us SO we can congder your point of view. You may send your written comments
to the contact person listed in the preface to this guidance or to the CDRH Ombudsman.
Comprehendgve information on CDRH's Ombudsman, including ways to contact him, can be
found on the Internet at http://Awww.fda.gov/cdrih/ombudsmary.
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Guidance Information for Medical Device Tracking

The following terms are used in the tracking regulation and throughout this guidance document:

Act. The Act refersto the Federal Food, Drug, and Cosmetic Act, 21 U.S.C. 321 et seq., as
amended.

Devicefailure (21 CFR 821.3(d)). A devicefalureisthefalure of adeviceto perform or
function as intended, including any deviations from the device s performance specifications or
intended use.

Digtributor (21 CFR 821.3(h)). A digributor is aperson who furthers the ditribution of a
device from the origind place of manufacture to the person who makes ddivery or saleto the
ultimate user, i.e,, thefind or multiple distributor, but who does not repackage or otherwise
change the container, wrapper, or labeling of the device or device package.

Digtributor, final (21 CFR 821.3(i)). A find distributor is a person who didributes to the
patient a tracked device intended for use by asngle patient over the useful life of the device.
The term includes, but is not limited to, licensed practitioners, retall pharmacies, hospitas, and
other types of device user facilities.

Digtributor, multiple (21 CFR 821.3(k)). A multiple digtributor is adevice user facility, rentd
company, or any other entity such as ahome hedth care agency that distributes a life-sugtaning
or life-supporting device intended for use by more than one patient over the useful life of the
device.

FDAMA. TheFood and Drug Administration Modernization Act of 1997, which amended the
Federal Food, Drug, and Cosmetic Act, 21 U.S.C. 321 et seq.

Importer (21 CFR 821.3(b)). Animporter istheinitid distributor of an imported device who
isrequired to register under section 510 of the Act (21 USC 360), and 21 CFR 807.20 of
FDA’sregulations. An importer does not include anyone who only performs a service for the
person who furthers the marketing, i.e., abroker, jobber, or warehouser.

Life-supporting or life-sustaining device used outside a device user facility (21 CFR
821.3(g)). A life-supporting or life-sustaining device isadevice thet is essentid, or yidds
information thet is essentiad to the restoration or continuation of a bodily function thet is
important to the continuation of human life. Such adevice is being “used outsde a device user
facility” when it is used outsde of a hospital, nursng home, ambulatory surgicd facility, or
diagnogtic or outpatient treatment facility. For example, adevice used in ahome or adoctor’'s
office is being used outside a device user facility.
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Manufacturer (21 CFR 821.3(c)). A manufacturer is any person, including any importer (i.e,
aninitid distributor of an imported device), repacker, relabder, or specifications devel oper,
who manufactures, prepares, propagates, compounds, assembles, or processes a device or
engages in any of the activities described in 21 CFR 807.3(d).

Multiple-Use Devices. A multiple-use deviceisintended to be used by more than one patient
over the ussful life of the device.

Permanently implantable device (21 CFR 821.3(f)). A permanently implantable deviceisa
device tha isintended to be placed into asurgicaly or naturaly formed cavity of the human
body for more than one year to continuoudy ass s, restore, or replace the function of an organ
system or structure of the human body throughout the useful life of the device. The term does
not include any device which isintended and used only for temporary purposes or which is
intended for explanation in one year or less. (See section 519 (e) (1) (B), as amended by
section 211 of FDAMA.)

Prescribing physician. A prescribing physcian is the physician who implants a device or
ordersthe use of alife-supporting or life-sustaining device for use outside a device user fadlity.

Physician regularly following a patient. A physcian regularly following apatientisa
physician who routinely sees the patient in conjunction with the use of the tracked device.

Reasonably likely. Reasonably likely means probable. For purposes of tracking,
“reasonably likely” does not relate to the probability of a device failure occurring. Rether, it
relates to whether a serious adverse health consequence occurs.

Serious adver se health consequence (21 CFR 821.3(e)). A serious adverse hedlth
consequence is any significant adverse experience related to a device, including events which
are life-threatening or which involve permanent or long-term injury or illness

Single-use device. A dngle-use deviceisintended for use by asingle patient over the life of
the device

Useful life (21 CFR 821.60). The useful life of adeviceisthetimethat adeviceisinuseorin
digtribution for use.
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The Law: Background

The Law: What changed

Statutory Criteria
Devices

The tracking provisions of section 519(e) of the Federd

Food, Drug, and Cosmetic Act (the Act), 21 USC 360i(e),
were added in 1990 by the Safe Medical Devices Act (SMDA)
and amended in 1997 by the Food and Drug Administration
Modernization Act (FDAMA). Devicetracking isintended to
ensure that the Food and Drug Administration (FDA) can
require amanufacturer to promptly identify product distribution
information and remove a device from the market. The
revisonsto 519(e) by FDAMA were effective as of February
19, 1998.

Tracking augments FDA’ s recdl authority under section 518(e)
of the Act, 21 USC 360h(e), to order a mandatory recall, and
FDA'’ s authority, under section 518(a) of the Act, 21 USC
360h(a), to require notification to hedth professonds and
patients regarding unreasonable risk of substantial harm
associated with adevice.

The tracking provisions enacted by SVIDA required
mandatory tracking even if FDA did not issue an order.
Specificaly, section 519(e), as added by SMDA, required
manufacturers to track if they were registered with FDA under
section 510 of the act and engaged in the manufacturer of a
deviceif itsfalure would be reasonably likely to have serious
adverse hedlth consequences, and if that device was either a
permanently implantable device or alife-sudaning or life-
supporting device used outsde a device user facility. Section
519(e)(2) aso authorized FDA to “designate’ other devices
that must be tracked, at the agency’ s discretion.

FDAMA revised the tracking provisions to make tracking
requirements within FDA’ s discretion. That is, tracking under
section 519(e), asrevised by FDAMA, applies only when FDA
determines that the Statutory criteriaare met and FDA issues an
order.

Section 519(e), asrevised by FDAMA, states the agency
may require tracking for aclass|l or class|ll devices
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Patients

TheTracking “Order”:

The Regulation:
What did not change

(A) thefailure of which would be reasonably likely to
have serious adverse hedth consequences; or

(B) which isintended to be implanted in the human body for
more than one year; or

(C) whichisalife suganing or life supporting device
used outsde adevice user facility.

A patient that receives a tracked device may refuseto
release, or refuse permission to release, their

name, address, socid security number, or other identifying
information for the purposes of tracking.

FDA has issued |etters to each manufacturer who

currently makes and digtributes alegdly marketed device that
must be tracked under the Act, asrevised by FDAMA. A
revised ligt of devicesthat currently must be tracked is provided
in this document. Manufacturers were notified that these orders
would take effect on February 19, 1998. An order to adopt a
tracking method may aso be issued by FDA for a“new” device
as part of the premarket clearance process. FDA will issuean
order to the sponsor of the submission when clearing a
premarket notification submission (510(k)) or gpproving a
premarket approval gpplication (PMA). A tracking order
issued as aresult of a premarket review will beissued asa
separate order; it will not be part of a510(k) order or aPMA
approval order.

FDA will aso publish anotice in the Federal Regigter
announcing devices that are subject to tracking, whether anew
or currently marketed device. If FDA determinesthat a device
should no longer be tracked, it will notify the manufacturer by
letter and publish anotice in the Federd Regigter.

The medica device tracking regulation is published in Title

21 Code of Federd Regulations (CFR) Part 821. The find
rule was originaly published on August 16, 1993, and became
effective on August 29, 1993. Certain provisonsin the tracking
regulation remain effective after the effective date of FDAMA,
February 19, 1998, and certain provisons are no longer
effective after that date. The device tracking requirements for




The Regulation:

What did change?
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exemptions and variances, system and content requirements of
tracking; the obligations of persons other than device
manufacturers, such as digtributors; records and inspection
requirements, confidentiaity; and record retention requirements,
remain in effect as published under the authority of SVIDA.

See “Tracking Requirements’ section.

FDAMA changed the scope of the agency’ s tracking authority
and authority and therefore changed the scope of the
implementing regulations. Before, under the 1990 SMDA
provisons, tracking gpplied to al devices that met the statutory
criteria. This meant that FDA did not have to issue an order to
trigger the tracking requirement. As guidance, the agency
provided in the 1993 tracking regulaions an illugtrative list of
those devicesthat FDA believed met the statutory criteria of
“permanently implantable devices’ or “life-sugtaining or life-
supporting devices used outside a user facility” and, therefore,
should be tracked. The lists were meant to help manufacturers
determine whether they were required to track their devices.
Now, FDA may by “order” require a manufacturer to track a
device. Thereisno gatutory requirement to track unless FDA
has issued an order.

FDA has issued orders to manufacturers who are required to track the following implantable

devices

Glenoid Fossa prosthesis
Mandibular condyle prosthesis
Temporomandibular Joint (TMJ) prosthesis

Abdomina Aortic Aneurysm Stent Grafts

Automatic implantable cardioverter/defibrillator
Cardiovascular permanent implantable pacemaker eectrode
Implantable pacemaker pulse generator

Replacement heart valve (mechanica only)

Implanted cerebdlar stimulator
Implanted digphragmatic/phrenic nerve stimulator

Implantable infuson pumps
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Dura mater

FDA hasissued orders to manufacturers who are required to track the following devices that
are used outsde a device user facility:

Breething frequency monitors
Continuous Ventilators

DC-defibrillators and paddles
Ventricular Bypass (assst) Device

FDA has discretion on whether to order tracking for devices that meet the statutory
requirements or to release devices from tracking based on additiona guidance factors and other
relevant information that comes to the agency’ s atention. The following additiond guidance
factors may be considered to determine whether atracking order should be issued:

(A) likelihood of sudden, catastrophic failure;
(B) likdlihood of sgnificant adverse dinica outcome; and
(C) the need for prompt professiona intervention.

The agency may add or remove devices from the list of tracked devices and may consder the
additiona guidance factors in conjunction with the review of premarket applications, recal data,
medica device reporting, inspections, petitions, postmarket surveillance or other information
coming to its attention.

The following devices that were subject to tracking ordersissued by the agency in February
1998 have received subsequent orders releasing them from mandatory tracking requirements:

Intraocular Lenses

Arterid Stents (used in coronary or peripheria arteries)
Vascular graft prosthess of less than 6 millimeters diameter
Vascular graft prosthesis of 6 millimeters and greater diameter

Interarticular disc prosthesis (interpositiona implant)

Annuloplagty ring
Trached prosthess

Penile inflatable implant
Silicone inflatable breest prosthesis
Silicone ge-filled breast prosthesis
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Silicone gel-filled chin progthess
Silicone ge-filled angd chik reflux vave
Silicone gel-filled testicular prosthesis

Infuson pumps - designated and labeled for use exclusively for fluids with
low potentid risks, eg., enterd feeding, anti-infectives.
Electromechanicd Infuson pumps

What Tracking M ethods
Must Do:

Method may vary:

Contracting the job:

Required Tracking

| nfor mation:

Digributor Information

(21 CFR 821.25(a)(1))
Avallablein 3 working days.

Tracking methods must provide certain critical
information about the location of atracked device within a
short time frame. Manufacturers will have 3 daysto provide
criticd information about devices that have not yet been
distributed to a patient and 10 working days for devices that
have been digtributed to patients.

No specific method of tracking is required, but

manufacturers must have written standard operating procedures
(SOPs) for amethod of tracking that will produce the
information required by regulation. FDA understands that
manufacturers will have different tracking methods and
procedures.

Manufacturers may have an outsde firm manage itstracking
program, but the manufacturer is responsible for making sure
the outside firm meets the tracking requirements.
Manufacturers cannot dter, change or in any way avoid thelr

tracking obligation unless FDA approves a manufacturer’'s
written request for a variance or an exemption.

For dl tracked devices BEFORE digtribution to a patient:

L1 digtributor(s) name;
L] digtributor(s) address,; and

] telephone number of digtributor(s) and the device's
location.

10
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Single Use Devices. Manufacturers are required to obtain and maintain

(21 CFR 821.25(a)(2)) information regarding life sustaining or life supporting
Avallablein 10 working devices used outside a user facility that are intended for use
days. by asingle patient over the life of the device and for devices

permanently implanted in a patient for more than one year.

Petient Informetion: [J device identification (lot, batch, modd or serid
number);

1 date the device was shipped by the manufacturer;

1 name, address, telephone number and socid security
number of the patient who received the device;

] date provided to the patient;

L1 name, mailing address, and telephone number of the
prescribing physician;

1 name, mailing address, and telephone number of the
physician following the patient (if different than the
prescribing physcian.)

[ (if applicable) the date of device explant and the name,

mailing address, and telephone number of the explanting
physician, the date of the patient’s deeth, or the datethat  the
device was returned to the manufacturer, permanently  retired
from use, or otherwise disposed of permanently.

Multiple-Use Devices. Manufacturers are not required to obtain and maintain

(21 CFR 821.25(a)(3)) the identity of each patient that uses a tracked device when
the deviceis intended to be used by more than one patient over
the useful life of the device. Manufacturers must have a current
record relating to the multiple distributor who has the device
and must provide in 10 working days to FDA, upon request,
the following information:

1
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M anufacturer’s Audits:

(21 CFR 821.25(d))

FDA Inspections:

1 lot, batch, model, or serid number of the device or other
identifier necessary to provide for effective tracking of the
device

] the date the device was shipped by the manufacturer;

] the name, address, and telephone number of the multiple
digtributor;

] the name, address, telephone number, and socid security
number (if available) of the patient usng the device;

] location of the device;
] date the device was provided to a patient for use;

L1 name, address, and telephone number of the prescribing
physician; and

1 if and when gpplicable, the date that the device was
returned to the manufacturer, permanently retired from use, or
otherwise disposed of permanently, e.g., remarketed..

Manufacturers must make sure their method of tracking

works. Manufacturers must perform audits a 6 month intervals
for thefirst 3 years a deviceistracked, and then annualy after 3
years. Audits should verify that the tracking method actualy
works and that the information collected isaccurate. A
recognized gatistical sampling plan should be used, such as
MIL STD 105E. Audits may be conducted through on-Site
vigts or through some other effective way of communication
with the digtributors, professonds and patients involved.

FDA must be advised of any non-reporting parties for an
gopropriate follow up by the agency when a manufacturer
becomes aware of such information.

Tracking methods are subject to FDA inspection, which
may indude areview of the tracking system and verification of
information requirements to ensure a tracking method actualy

12
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Tracking Records:

Does Tracking Ever End?

(21 CFR 821.2)

Going Out of Business:
(21 CFR 821.1())

tracks a device to the end user.

Tracking records must be maintained for the useful life of
the device, even if apatient islos to follow up.

Tracking is no longer required when documentation shows
that the device is returned, destroyed, explanted or the patient
dies. Refurbishersor remanufactures of tracked devices that
reman in domestic commercia distribution are subject to
tracking requirements and should be able to ensure that the
origind manufacturer can promptly locate the devicg(s).

A manufacturer, importer, or distributor may request an
exemption or variance from tracking in the form of a petition.
Petitions need to be submitted in the format explained in section
10.30 of FDA’sregulations.

For devices with an approved PMA that are dso subject to a
tracking order, the need for continued tracking may be
reassessed, at the sponsor’ s request or by the agency’s
initiative, 10 years from the date of the origind PMA’s
gpproval.

A manufacturer or distributor that goes out of businessis
required to notify FDA a the time that it notifies any
government agency, court, or supplier and must provide FDA
with a complete set of its tracking records and information.

If amanufacturer or distributor goes out of business and other
persons acquire the right to manufacture or distribute the
tracked devices, then these other persons become responsible
for continuing the tracking responghilities of the previous
manufacturer or distributor.

If amanufacturer or distributor ceases distribution of atracked
device but continues to do other business, then it is ill
responsible for the tracking of devicesthat it previoudy
distributed.

13



Labeling:

Distributors:
General Information

I nfor mation to Report:

(21 CFR 821.30(a))

Contains Nonbinding Recommendations

Specid labeling is not required for tracked devices,

however, FDA believes that some form of identification with or
on the device could be useful so recipients can eadily identify the
device for tracking purposes.

Digributors, find digtributors, and multiple ditributors,

have reporting and record keeping responsbilities, particularly
multiple digributors. The responsibility for collecting,
maintaining, and reporting back to the manufacturer the required
information for tracked devices that they receive is effective
when manufacturers distribute a device that is the subject of a
tracking order. If thereisany question, distributors should
contact the manufacturer of the device.

Upon purchasing or acquiring any interest in atracked
device, adigributor, fina distributor, or multiple distributor must
promptly report to the manufacturer the following informetion:

O Its name and address;

O Lot, batch, modd, sarid number or other device
identifier;

O Date the device was recaived;
O Person from whom the device was recaived; and
O The date the device was,

Explanted

Out of use dueto patient deeth (date of degth)
Returned to the distributor,

Disposed of permanently; or

Permanently retired from use.

A digtributor must promptly notify a manufacturer that it has
received atracked device and keep whatever records
necessary to respond to the manufacturer’ s request for
information.

14



Kits and Systems:

Distributor’s Recor ds:

(21 CFR 821.30( a)

U.S. Government as
Disributor:

Exports:

Imports:
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A kit or system assembler is considered a distributor and must
notify the manufacturer that a device has been received.
Anyone who recelves the kit or system should be aware it
contains atracked device. A manufacturer’s origind tracked
device labeling should remain on the tracked device included in
akit or system.

A didributor, find distributor or multiple distributor must

make its tracking records available to the manufacturer of

the device, upon request. Thisonly coversthose records
necessary to verify tracking information. Digtributors may
establish separate tracking files to keep the information separate
from other commercid informeation.

A tracked device under the control of the U.S. Government
(avilian or military) is subject to the tracking regulation and
assumes the responghilities of adigributor, find distributor and
multiple digtributor.

A device distributed outside the U.S. is not subject to
tracking unlessit is sold to the U.S. Government. However,
manufacturers must track the device through the chain of
digtribution to the person or firm that physicaly exportsthe
device.

A reasonable effort should be made to track implanted devices
when the recipient has aforeign address.

An initid importer distributor assumes the role of a

domestic manufacturer and, therefore, must track the device
throughout its digtribution inthe U.S. If the foreign
manufacturer acts asitsown initid digtributor, then the foreign
manufacturer is responsble for tracking. A falure to comply
with tracking requirements may cause the device to be detained
at the point of entry into the U.S.

15



Brokers
(21 CFR 821.3(b))

Final Digributor:
(21 CFR 821.30(h))

Patient Information
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For tracking purposes, someone who does not take
ownership or acquire an interest in the device, but acts as an
agent for the manufacturer or the owner of the device, does not
have tracking responsibilities under the tracking regulation.

The person or indtitution who owns the device, eg., a
doctor or hospitd, is considered the fina digtributor. Find
digtributors must report to the manufacturer the name of the
patient to whom it distributed the device and other required
information.

(] name and address of the fina distributor;

O lot, batch, model, or serial number of the device or
other identifier necessary to track the device;

O name, address, telephone number, and socid security
number (if avallable) of the patient receiving the device;

O date that the device was provided to the patient;

O name, mailing address, and telephone number of the
prescribing physician;

O name, mailing address, and telephone number of the
physician who regularly follows the patient; and

O (when applicable) the date the device was --

- explanted, with the name, mailing address, and
telephone number of the explanting physician;

- out of use due to patient death (date of death);
- returned to the manufacturer;

- permanently retired from use, or permanently
disposed of.

16
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Multiple Distributor
I nfor mation:

(21 CFR 821.30(c))

Records
(21 CFR 821.30(c)(1))

Time Frame to Report
(21 CFR 821.30(c)(2))

Serid Multiple Digtributors

Multiple distributors must keep tracking records each time

that alife sustaining or life supporting tracked device intended
for use outsde a user facility is recaeived.

The manufacturer does not need to be advised of the patient(s)
using the device until the information is requested.

A multiple digtributor must keep the following written
records:

O lot, batch, or serid number of the device or other
identifier necessary to provide for effective tracking of
the device;

O name, address, telephone number, and socid security
number (if available) of the patient using the device;

O location of the device:

O date the device was provided to the patient using the
device,

O name, address, and tel ephone number of the prescribing
physcian;

O name, address, and telephone number of the physician
who regularly follows the patient; and

O (if and when applicable) the date the device was.
- returned to the manufacturer;
- permanently retired from use, or otherwise

disposed of permanently.

The multiple distributor must provide thisinformation to a
manufacturer within 5 days of arequest and to FDA within 10
days of arequest from FDA.

When amultiple distributor rents a device to another multiple

17
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digtributor, the first multiple distributor reports as a digtributor.
The second multiple distributor reports receipt of the tracked
device to the manufacturer and becomes the multiple distributor
that tracks the device to the patient and reports the required
patient information to the manufacturer within 5 working days of
recelving arequest from the manufacturer.

User Facilities User fadilities, such as hospita's and nursing homes, have
responsbilities asafind distributor or multiple distributor,
depending on whether the device isfor single or multiple use.
For example, ahospita engaged in the implantation of tracked
devicesisafind digtributor of those devices, the hospitd’s
outpatient clinic that rents, leases, or loans an infant apnea
monitor isamultiple distributor of those devices.

Reporting Format Thereis no obligation to use a particular reporting format, but
the required information must be provided to the manufacturer.
Whenever possible, hospita's should consider using the
manufacturer’ s format to increase the ease of tracking.

Loaned Equipment If auser fadility loaned alife sustaining or life supporting

(21 CFR 821.30(a)) device that it had used only ingde its facility, but the hospita
borrowing the device permits the device to be used outsde the
hospital, then tracking requirements of the device may change.
Life-sugtaining or life- supporting devices used only in auser
facility do not require tracking; however, if they are used
outsde the user facility, they may require tracking if they arethe
subject of an FDA tracking order. Examples of such devices
would include continuous ventilators, breathing frequency
monitors, and externa defibrillators. In thet case, the
manufacturer may require notification by the hospita thet is
borrowing the device.

Explants Find Didributors, which include hospitas that implart

(21 CFR 821.30(b)(7)) devices, are respongble for providing information to the
manufacturer about explants. Although ahospita that explants
adevicethat did not implant the device has no legd
respongbility to inform the manufacutrer, the explanting
indtitution should natify the manufacturer
identified on the device. If the manufacturer of the explanted

18
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device cannot be identified by the device itsdf, the ingtitution
must make a good faith attempt to find out who the
manufacturer is and report the device' s explantation. If the
hospital cannot, then arecord of the explantation and attempt to
identify the manufacturer should be maintained in the hospitd’s
tracking files.

Reserilized devices The fact that a hospital serilized, resterilized, or repackaged a

tracked device does not make the hospital a manufacturer for
tracking purposes, it remainsafind or multiple digtributor.

Specific Device | ssues:

DC Dfibrillators Defibrillators are to be tracked to the vehicle, craft or
organization that purchased the device. Tracking information
does not need to extend to the patient level.

Implants The manufacturer has the respongbility to track the implant
through the chain of distribution to the patient and to update the
address as necessary. How the manufacturer will update
patient information should be specified in its tracking SOP.

Patient | ssues:

Petient Refusd's Petients may refuse to have their device(s) tracked. Such
refusals should be documented by the product, modd and serid
number, and the information provided to the manufacturer. The
manufacturer must maintain this record for the useful life of the
device. A patient’srefusa does not relieve the manufacturer of
its obligation to account for the tracked device. FDA, under
section 518(a) and (€) of the Act, might have to help in patient
notification or recdl if there were a problem with the device.

Written Patient Consent The regulation does not require that a patient give written
consent to have adevice tracked or to release their identity to
the manufacturer.

Petient Confidentidity The tracking regulation requires that the names of patients

(21 CFR 821.55(c)) or other identifiers be provided to manufacturers or other

19
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persons subject to the tracking requirements or to a physician
when the hedlth or safety of a patient requires such disclosure
and the information will not be further disclosed, pursuant to
agreement.



